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510 (k) Summary

Safety anad Effectiveness

This summary of safety and effectiveness informaiion has been prepared in accordance with ihe
requirements of SMDA 1990 and 21 CFR Part 67 2.
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Description of Device:
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Clinical Studies:

Conclusion:

Diagnostic Products Corporaticn
5706 West 96th Stroct

Los Angeles, Califcrnia 96043-5597
(213} 7760186

(213} 776-0204

Edward M. Levine. Ph.D.

Manager of Chinical Affairs

Januar- 12, 1996

PSA Conrtrols

Device mtended as an aid in monitoring the performance
of DPC's Coat-A-Count” PSA IRMA.

PSACi. PSAC2. PSACS
Class T dovice. 82-JIX (21 CFR 362.1660)

Diagnosuc Products Corporanica
5700 West 96th Strect
Los Angcles, Califormia 96043-5397

DPC's Registration Number is 2017183
DPC's PSA Controls arc assaved tri-ievel

controls intended for usc in the quality controi or DP('s
Coat-A-Count PSA iRMA.

DP(C’s PSA Controls are designed for use as

an assaved quailty conirol seruin in the clinicai chemistry
laborateny to monuie: the accuracy and precision of the
Coat-A-Count PSA IRMA procedare. They are intended
strictiv 1or in vitro diagnostic use.

Not appiicable

The conclusions drawn from the nonclinical tests demonstrate that the device 1s safe and effective.
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